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Sir: 



In order to comply with 37 CFR 1 .97 and 1 .98, attached hereto is a 



copy of Form PTO-1449 and copies of the documents listed thereon. 

In accordance with MPEP Sections 609 and 707.05(b), it is requested 
that each document cited (including any cited in applicant's specification which is 
not repeated on the attached Form PTO-1449) be given thorough consideration and 
that it be cited of record in the prosecution history of the present application by 
initialing Form PTO-1449 next to the document. Such initialing is requested even if 
the Examiner does not consider a cited document to be sufficiently pertinent to use 
in a rejection, or otherwise does not consider it to be prior art for any reason, or 
even if the Examiner does not believe that the guidelines for citation have been fully 



com 



plied with. This is requested so that each document becomes listed on the 



face of the patent issuing on the present application. 

This submission is filed before a first action on the merits has been 



mailed. 



The present Information Disclosure Statement is being submitted in 



compliance with 37 CFR 1 .56, but the citation of such document is not to be 
construed as an admission that such document is necessarily relevant or prior art. 
No representation is intended that the cited documents represent the results of a 
complete search, and it is anticipated that the Examiner, in the normal course of 
examination, will make an independent search and will determine the best prior art 
consistent with 37 CFR 1 .104(a) and 1 .106(b) and, in the course of each search, 
will review for relevance every document cited on the attached form even if not 
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initialed. 

It is believed that no fee is due. However, if the Commissioner 
determines that a fee is due, the Commissioner is hereby authorized to charge the 
above deposit account for any deficiency. 

Early and favorable consideration is earnestly solicited. 



Respectfully submitted. 



Dated: June 25, 2001 




Edward J. Ellis 
Registration No. 40,389 
Attorney for Applicant(s) 



DARBY & DARBY 
805 Third Avenue 
New York, NY 10022 
(212) 527-7700 



M:\465O\0H805\PBO445.WPD 

Serial No. 09/816,787 



- 3 - 



Docket No. 4650/0H805 



FORM PTO-1 449 



U.S. DEPARTMENT OF COMMERCE PATENT & TRADEMARK OFFICE 



SHEET 1 OF 2 

(REV. 7-80) 



DOCKET NO.: 
APPLICANT: 



LIST OF REFERENCES CITED BY APPLICANT 

(Use Several Sheets if Necessary) 



4650/0H805 
Adam M. Fermier 



SERIAL NO: 09/816,787 
FILING DATE: March 23, 2001 
CONFIRMATION NO: 



U.S. PATENT DOCUMENTS 



*EXAMINER DOCUMENT 
INITiALS NUMBER 



DATE 



NAME 



CLASS SUBCLASS FILING DATE 



FOREIGN PATENT DOCUMENTS 



♦EXAMINER DOCUMENT 
INITIALS NUMBER 



DATE 



COUNTRY 



TRANSLATION 
CLASS SUBCLASS YES NO 



OTHER REFERENCES 
(INCLUDING AUTHOR. TITLE DATE, PERTINENT PAGES, ETC.) 



♦EXAMINER 
INITIALS 



1 



2 
3 



Rogers, A.R., An Accelerated Storage Test with Programmed Temperature Rise. J. Pharm. 
and Pharmacol., 1963. 15: p. 101t-105t 

Davis, R.E., Temperature as a variable during kinetic experiments. J. Phys. Chem., 1959. 63: p. 307-309. 
Kipp, J.E. and J.J. HIavaty, Nonisothermal stability assessment of stable pliarmaceuticals: 
testing of a clindamycin pliosphate formulation. Pharm. Res., 1991. 8(5): p. 570-575. 
Junnarkar, G.H. and S. Stavchansky, Isothermal and nonisothermal decomposition of famotidine in aqueous 
solution. Pharm. Res., 1995. 12(4): p. 599-604. 

Lee, M.-L. and S. Stavchansky, Isothermal and nonisothermal decomposition of thymopentin and its analogs 
in aqueous solution. Pharm. Res., 1998. 15(11): p. 1702-1707. 

Zhan, X., efa/., Exponential Heating in Drug Stability Experiment and Statistical Evaluation of Nonisothermal 
and Isothermal Prediction. J. Pharm. Sci., 1997. 86(6): p. 709-715. 

Zhan, X., G. Yin, and B. Ma, Determination of Rate Order for Degradation of Drugs with Nonisothermal Stability 
Experiment. J. Pharm. Sci., 1997. 86(10): p. 1099-1104. 

Kipp, J.E., ef a/.. Automated liquid chromatography for non-isothermal kinetic studies. \nl J. Pharm., 1986. 
34(1-2): p. 1-8. 

9. Zhan, X., G. Yin, and B. Ma, New heating controller and computation for linear heating stability experiment 
Int. J. Pharm., 1995. 115(2): p. 161-166. 

10. Zhan, X.. et al., Computer-controlled heating system and new computation for reciprocal heating stability 
experiment. Int J. Pharm., 1995. 115(2): p. 167-173. 



7. 



8 




FORM PTO-1449 \^^^§^0fMEm OF COMMERCE PATENT & TRADEMARK OFFICE ^(R^V IJ) " 

LIST OF REFFRFMr eS CITED BY APPLICAMT 

(Use Several Sheets if Necessary) 

DOCKET NO.: 4650/0H805 SERIAL NO: 09/816 787 

APPLICANT: Adam M. Fermier FILING DATE: March 23, 2001 

CONFIRMATION NO: 



•EXAMINER 
INITIALS 



^ ^ J."231 -246' ^" ^^^^^^'"^"^ logarithmic nonisothermal storage test. Drug Dev. Ind. Pharm.. 1 981 . 7(2) 
MeTieS ' '^°'''^°*^^''^^'"'^^^''^^forstabilityprediction. J. Parenter. Sci. Technol., 1986. 40(4) 

^^^966. ^8%^^ot^ Leadbeater, A critical asessment of an accelerated storage test. J. Pharm. Pharmacol., 

7^'^^ "m^a^' f ^^ Stelmach, Single-step stability studies. J. Pharm. Sci.. 1965. 54(7)- p 1029-1034 
p Iliso 25^5 ^<''^^'''°" '<^°i^^^rrnal stability studies [of pharrnaceuticalsl J- Pharm Sci.. 1968. 57(12): 

^ ' So^.^h:rrm°Tul^?9^^^^^^^^ ^^^^^^^ ''^ ^ — ' 

I98Z 7l'(9): p"96^:97?''^"' ^^^^^'^^^ ^^^'/P^'-^'"^^^^ ^o^" "o^'so^/'erma/Zc/nefc J. Pharm. Sci.. 

^8rS°2Vp°i27-?36 '''"^"^^ ''PP"^d to pharmaceuticals. Acta Pharm. Suec. 

''aJs:?c;^erA'ct^^^ 

69(1'):^p.^2"87'^290^^"^^'' '^°"'^°^''^''"^''^^^^''^^^^^P^°S^am'"«'^fe/r7pe^^ j. Pharm. Sci., 1980. 

""Tr^ditl^^^^^^^^ 

Ml^lo-'l'isf ' ^ ^'"'^'^"^^^P®"'"®"^'" non-isothermal chemical kinetics. J. Chem. Ed.. 1998. 75(9): 
333"-'3?7^' ^"'^ nonisothermal stability studies. J. Pharm. Sci., 1970. 59(3): p. 

''•'/;;^a^^;rs.p^ 

27. Yoshioka, S. Y. Aso, and M. Uchiyama, Statistical evaluation of nonisothermal prediction of drua stabilitv II 
Experimental design for practical drug products. Int. J. Pharm.. 1988 46(1-2)- p ^"27?32 ^ ^' 

28. Tucker, Ian, Nonisothermal stability testing (Pharm. Technol. (1985), 9(5) 68 70 72 74 76 7S 
CODEN: PTECDN ISSN:0147-8087. CAN 103:11286 AN 1 985:41 1 286 CAPLUS 



DATE CONSIDERED 

EXAMINER: 



Initial if reference considered, whether or not citation is in conformance with MPEP 609- draw lino thr^.-^h . ■ 

conformance and not considered. Include copy of this form with next comLrcat.3 app'cant ' " 



